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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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1 )^ Responsive to communication(s) filed on 06 June 2008 . 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Pursuant to the response filed 6/6/08, various claims have been amended, and claims 
19-21 added. Claims 1, 4-6, 9-21 are now pending. Claims 10, 12, 13, 18 remain 
withdrawn from consideration. Claims 1, 4-6, 9, 11, 14-17, 19-21 are examined in this 
Office action. 

Applicants' arguments filed 6/6/08 have been considered and found persuasive in part. 
With the exception of the § 103 rejection over Kleinman ('93 1), the previously imposed 
§103 rejections are withdrawn. 

The following is a quotation of the first paragraph of 35 U.S.C. §1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it in such full, clear, concise and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

Claims 1, 4-6, 9, 11, 14-17, 19-21 are rejected under 35 U.S.C. §112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Applicants have asserted that "damage" due to radiation exposure can be "inhibited" by 
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administering peptides that contain the LKKTET subsequence. However, there is no 
evidence that this is the case. Selecting compounds at random, and attributing 
randomly selected properties to them, tends to produce "unpredictable" results. 

In response to the foregoing, applicants have argued that the compounds are not 
randomly selected. Perhaps this is true, and perhaps not; but the list produced by 
applicants could just as easily have been produced by a random selection process. 

Next, applicants have argued that peptides which contain the LKKTET subsequence are 
effective to bind actin. This particular assertion will be left unchallenged at this 
point, but binding actin is quite different from "inhibiting radiation damage to tissue". 
Applicants have made no attempt to link the two. Why would the biochemist of 
ordinary skill come to believe that an actin-binding compound will inhibit tissue damage 
that results from radiation exposure? Perhaps applicants should be claiming a 
method of binding actin. 

As indicated in the previous Office action, one or more claims are drawn to a method of 
"preventing" a given process, which method would not be enabled, even if applicants 
could demonstrate that radiation damage could be "inhibited" by administration of a 
LKKTET-containing peptide. In response to this, applicants have argued that the 
term "prevent" is no longer present. However, applicants assertion is not correct. 
For example, each of claims 15 and 16 recite the term at issue. Most puzzling of all is 
how applicants propose to achieve outright prevention of any and all tissue damage by 
administering the peptide after exposing the subject to radiation, as claim 15 suggests. 
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Even if the peptide could reverse 100% of the tissue damage induced by the radiation (a 
highly unlikely proposition to begin with), "prevention" would still not have been 
achieved. 

Further to the foregoing, claim 9 recites the phrase "protect . . . stem cells". The 
meaning of the term "protect" overlaps that of "prevent", and the same arguments apply. 

It is suggested that, at the very least, applicants acknowledge the presence of the 
offending terms in claims 9, 15, and 16; otherwise there is little chance of advancing the 
dialog. 

As stated in Ex parte Forman (230 USPQ 546, 1986) and In re Wands (8 USPQ2d 
1400, Fed. Cir., 1988) the factors to consider in evaluating the need (or absence of need) 
for "undue experimentation" are the following: quantity of experimentation necessary, 
amount of direction or guidance presented, presence or absence of working examples, 
nature of the invention, state of the prior art, relative skill of those in that art, 
predictability or unpredictability of the art, and breadth of the claims. 
Accordingly, "undue experimentation" would be required to practice the claimed 
invention. 

Claims 9 and 15 are rejected under 35 U.S.C. § 1 12 second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which apphcant 
regards as the invention. 
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Claim 9 is drawn to a method of "protecting" stem cells via a process of "inhibiting" 
tissue damage. Suppose that the inliibition occurs to the extent of only 1%. How 
would applicants go about achieving "protection" in that case? It appears that there is 
a mismatch between "inhibiting" (on the one hand), and "protecting" (on the other hand). 
Similarly, in claim 15, there is a mismatch between "inhibiting" (on the one hand), and 
"preventing". 



The following is a quotation of 35 USC §103 which forms the basis for all obviousness 
rejections set forth in the Office action: 

A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Subject matter developed by another person, which qualifies as prior art only under subsection (f) and 
(g) of section 102 of this title, shall not preclude patentability under this section where the subject matter 
and the claimed invention were, at the time the invention was made, owned by the same person or 
subject to an obligation of assignment to the same person. 



Claims 1, 4-6, 9, 11, 14-17, 19-21 are rejected under 35 U.S.C. §103 as being 
unpatentable over Kleinman (US 2007/01 1 193 1). 

As indicated previously, Kleinman discloses that thymosin beta 4 is effective to promote 
wound healing. One of ordinary skill would therefore expect that if tissue had been 
wounded by radiation (or some other cause) benefit would accrue by administering the 
thymosin. 

In response, applicants have argued that the medical practitioner of ordinary skill would 
come to the conclusion that unless the wound has been caused by a surgical procedure. 
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laceration, a toxic chemical, a viral infection a bacterial infection or a burn, the wound will 
fail to heal in the presence of thymosin. However, no such reason is given by 

applicants for such a proposition. Moreover, the reference suggests (paragraph 0048) 
that the thymosin will be effective to treat tissue that has been damaged by irradiation. 
The rejection is maintained. 



No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Lukton whose telephone number is 571-272-0952. 
The examiner can normally be reached Monday-Friday from 9:30 to 6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached at (571)272-0562. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 571-272-1600. 



/David Lukton/ 

Primary Examiner, Art Unit 1654 



